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pigtail straightener can be sold as a set with a stent positioner and stainless steel wire guide. The
positioner and the wire guide are available for sale separately. The Universa_ Firm Ureteral
Stents and Stent Sets are labeled for a 12-month indwell time; however, the tether should be
removed after 14 days.

Intended Use:

The Universa” Firm Ureteral Stents and Stent Sets are intended for temporary internal drainage
from the ureteropelvic junction to the bladder. Ureteral stents have been used to relieve
obstruction in a variety of benign, malignant, and post-traumatic conditions. The stents may be
placed using endoscopic, percutaneous, or open surgical techniques.

Comparison to Predicate Device:

The Universa~ Firm Ureteral Stents and Stent Sets are similar in design and functional
characteristics to the predicate devices Universa’ Soft Ureteral Stents and Stent Sets (K151051)
and Bard® InLayOptima" Ureteral Stent with Suture (K043193). The characteristic differences
from the proposed device and the predicate devices are pigtail curl diameter and stent material.

Test Data:

The Universa® Firm Ureteral Stents and Stent Sets were subjected to the following tests to assure
design and performance under the specified testing parameters:

Sterility

Packaging

Biocompatibility

Ink Adherence

Curl Retention Strength

Break Strength/Tensile Strength
Dynamic Friction/Coefficient of Friction
Flow Rate

MRI Testing

Radiopacity

Conclusion:

The results of the testing provide reasonable assurance that the Universa’ Firm Ureteral Stents
and Stent Sets have been designed such that they it will function as intended. The proposed
devices do not raise new questions of safety or effectiveness as compared to the predicate
devices.
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